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USFDA Red-flags

o™

\Written production

&processcontrol

'procedures had not -

be'enf.q'bc_umen;t_éﬁf'

Darshan Mehta e

ET Now: The US lFEOOd and.

Drug- Administration’s in-.
spection at Indian drug ma-
ger, Wockhardt’s. plant at
Shendra earlierthismonth fo-
und 3 series of violations, in-
dudinglack of controls to en-
surethat only authorised per-..

sonnel could make changeste "
records and a bag of unacet
unted shredded documentsi
glaboratory. . ¢ i .
Wockhardt’s Shendra unit ne:
& Aurangabad, which suppli-

;s products to some-developed

narkets, ‘was_inspected from.

January 41012, ahead of initta-
.:ing . supplies to the US. The -
-FDA had listed nine observa
- Honss related to processes follo.

© "wed at the plant, which Woek-

. hardt later clarified’ were not
--iof a seriousnature, The details
“lof the observations ‘were not
- known until now.

.| One observation noted. by

i'FDA. investigators “in Form «

| 483 showed that appropriate
-1 controls had not been’ exerei-
+ sed over computers and rela-
I ted ‘systems to ensure th
! changesin master productio
{ and control records are instis
i~ tuted only by authorised per-

sonnel, according to the régy-*

i lator’s document available
- with ET Now, the business
news channel of ET, .
The FDA observed that writ
ten production and process
control procedures ‘had not
been documented at the time

- of performance. The FDA offi-
¢ials said they discovered one
“bagof unaccountad shredded

documents nexttoa shredder .

machine located inside the

microbiology quality control
Iaboratory. The bag included

BSERVATIONS .
Initsinspectionat - -
Wockhardt's shendra .

attheplant

indistinguishable controlled ~
documents, signed laborato.

1y worksheets and work re.

Dports “containing uncontrol.
led "notes. about work being
performed and schedule plan. -
ning for the quality control
testinglaboratory, ‘
The FDAmadenine observa-

‘tions, for which appropriate

reply would be submitted to
the inspecting authority in
duecourse, Wockhardt said in
a stock exchange filing on Ja- -
nuary 15, 'Chairman Habhil )
{horakiwalasaidon'January
19-that some of the observa. -
tions could be addiessed in .

-the short term and a few may

take acouple of months,
Oneobservation in Form 483
signed by investigators Dani- -
el J Roberts and Dipesh K
Shah noted that the aseptic’
processing areas were defici-
ent regarding the system for
monitoring  environmental -
conditions. - e Coib
The report said. procedures
designed to prevent microbio-
logical contamination of drug -
produets purporting to be ste.

rile were notestablished.




